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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 9-10, 14-15, 21-27, 29, 31, 40 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Froning. 

Froning discloses in figures 1-8 a method for preparing an implantation space in 
a vertebrae of the human spine, the method comprising the steps of positioning one end 
of a hollow guard 31, in contact with the exterior surface of at least one vertebrae (col. 
2, lines 38-41), forming, through the hollow guard an opening 27, inserting, through the 
hollow guard and into the opening, an implantation material (46, 49), that is of sufficient 
strength to support bone of the vertebrae (col. 3, lines 4-21), the implant material rigidly 
stabilizing (the implant is strong enough to duplicate the normal disc), the implantation 
space, the method is performed without altering the height of one of the guard (the 
height on the ends of the guide are not altered) and inserting an instrument though the 
36 the guide to access the bone of the vertebrae. As for claim 9, the method is 
performed without moving the hollow guard during the insertion step. As for claim 10, 
the inserting step includes the sub-step of inserting an implant having at least upper and 
lower portions that are arcuate (the implant 46 has arcuate portions along its length), 
along at least a portion of the implant. As for claim 14, the inserting step includes 
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inserting an implantation material that is not bone (the material of the bladder is not 
bone). As for claim 15, the inserting step includes that sub-step or inserting an implant 
having upper and lower portions (the upper and lower portions of 46), having at least 
one protrusion 49,on the upper and lower portions thereof. As for claim 21 , the guide is 
a tubular sleeve that is at least in part hollow (fig. 2). As for claims 22-23, the 
positioning step includes the sub-step of positioning the guard having a length (fig. 2) 
defined by a distal portion and a proximal portion forming a length (fig. 2), the length 
having a substantially uniform cross-section along it distal end and length (fig. 2). As for 
claim 24, the guard has a cross sectional configuration substantially the same as the 
substantial uniform cross section of the guard. As for claim 25, the guard having one 
end having a circumference that is uninterrupted and constant (fig. 2). As for clam claim 
26, projections (34a, 34) extending form the uninterrupted and constant circumference 
of the one end of the guard. As for claim 27, forming an opening having arcuate 
portions (the ends of 27 are arcuate). As for claim 29, positioning the one end of the 
guard in contact with the vertebrae (fig. 3). As for claim 31, the material of 46 can be 
interpreted as a biomaterial. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/685,776 Page 4 

Art Unit: 3764 

Claims 3-6, 8, 32-35, 38-39, 45-73, 75, 86-90, 95-100, 103-109, 111, 130-136 
are rejected under 35 U.S.C. 103(a) as being unpatentable over Froning in view of Ma. 

Fronging discloses in figures 1-8 a method for preparing an implantation space in 
a vertebrae of the human spine, substantially as claimed. However, Froning doesn't 
disclose the step of inserting a drill into the guard or the step of positioning a portion of 
the hollow guard into the vertebrae or the step of inserting an inner sleeve in the guide. 
Ma teaches in figure 10 a method of preparing an implantation space in a vertebrae 
comprising inserting a drill 64 into a guide (the guide that 64 is inserted into in fig. 10) to 
access the vertebra with the drill, positioning a portion of the guide in the vertebrae (fig. 
10) and inserting an inner sleeve 49 inside of a guide 53. It would have been obvious to 
one having ordinary skill in the art at the time that the invention was made that the drill 
as taught by Ma could be substituted for the cutting device disclosed by Fronging 
because either device could be used to form an opening in the vertebrae. The hollow 
guard disclosed by Froning could be inserted into the vertebrae in order to stabilize the 
end of the hollow guard inside of the vertebrae. The sleeve could be inserted into the 
guide to allow the drill bit to be inserted into the sleeve and the hollow guide. Ma also 
teaches inserting a first tool 64 through the guide and then inserting a second tool into 
the guide (to remove any debris that the first tool leaves behind, col. 5, lines 55-63) and 
a material inserter (the tubular member that the plug is inside of that is inserted into the 
vertebrae). It is old and well known that an opening can be milled to remove debris 
therefrom. The implantation material disclosed by Froning has a maximum cross- 
section dimension perpendicular to the length (fig. 5). The implantation material is 
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press downwards before it is injected into the vertebrae. The maximum cross-section 
dimension perpendicular to the length is round in cross-section (fig. 5). It is within the 
scope of the invention to make the elongated portion of at least 32 millimeters because 
the dimension is not critical. 

Claims 7, 11-13, 17-20, 28, 30, 36-37, 41-43 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Froning in view of Bagby. 

Froning discloses in figures 1-8 a method for preparing an implantation space in 
a vertebrae of the human spine, substantially as claimed. However, Froning doesn't 
disclose step of inserting the implantation material comprising a fusion-promoting 
substance, the implant having a hollow interior between upper and lower arcuate 
portions, the step of loading the hollow interior with fusion promoting substances, 
loading the hollow interior with bone, the implant having a leading end and a trailing 
end, the step of engaging an end cap for closing the open end of the implant, the step of 
engaging one end of the implant, the forming step including the sub-step of forming an 
opening that is generally cylindrical and the step of pressing a biomaterial into the 
implantation space. Bagby teaches in figures 1-6 a method for preparing an 
implantation space in a vertebrae of the human spine comprising a fusion-promoting 
material (bone chips, col. 4, lines 22-25), an implant 10 having a hollow interior (fig. 4), 
and upper and lower arcuate portions (fig. 4), the step of loading the hollow interior with 
fusion promoting substance (col. 4, lines 21-26), the implant has a leading end (fig. 2), a 
trailing end (fig. 2) and an end cap 12, the step of engaging the end of the implant (via 
the prongs 21 on the insertion tool 16 going into the openings 15 in the implant), the 
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step of forming a cylindrical opening 29 and the step of pressing a biomaterial into 
implant. It would have been obvious to one having ordinary skill in the art at the time 
that the invention was made that the implant as taught by Bagby could be substituted 
for the implant disclosed by Fronging. The hollow implant would allow fusion bone 
growth around the implant. The hollow interior would allow bone to grow through the 
implant. The cap would allow the end to be removed in order to place the bone fusion 
material inside of the implant. The prongs and the openings on the implant would allow 
the implant to be engaged in order to insert it in to the vertebrae. The cylindrical 
opening in the vertebrae would hold the implant inside of the vertebrae. The bone chips 
could be pressed into the implant in order to make sure that the entire interior of the 
implant has bone fusion substance therein. 

Claims 74,76-80, 83-85, 92-94, 101-102, 110, 112-116, 119-126, 128-129 and 
137-138 are rejected under 35 U.S.C. 103(a) as being unpatentable over the claims as 
applied to claims above, and further in view of Bagby. 

Bagby teaches in figures in figures 1-6 a spinal implant as set forth above. It 
would have been obvious to one having ordinary skill in the art at the time that the 
invention was made that the spinal implant having a leading end, a trailing end, bone 
fusion substance, a cap attached to one end, an a cylindrical opening form in the 
vertebrae could be substituted for the spinal implant disclosed by Froning and taught by 
Ma for the reasons set forth above. 

Claim s 16 and 44 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Froning in view of Brantigan '915. 
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Froning discloses in figures 1-8 a method for preparing a vertebrae of the human 
spine, substantially as claimed. However, Froning doesn't disclose the implant having 
projections projecting distally from one end. Brantigan teaches in figure 8 a spinal 
implant having projections (32c, 32d) projecting from distally from one end. The 
projections are threads It would have been obvious to one having ordinary skill in the 
art at the time that the invention was made that the projections (49) disclosed by 
Froning could project distally from one end as taught by Brantigan in order to use the 
projections to hold the implant inside of the vertebrae. 

Claims 81-82, 91, 117-118, 127 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over the references as applied to claims above, and further in view of 
Brantigan '915. 

Brantigan '915 teaches in figure 8 a spinal implant having projections (32c, 32d) 
extending distally from one end of the implant. The projections are threads. It would 
have been obvious to one having ordinary skill in the art at the time that the invention 
was made that the projections as taught by Brantigan '915 could be incorporated into 
the implant disclosed by Froning for the reason set forth immediately above. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. No additional prior art was cited during this office action 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Brown whose telephone number is 571-272- 
4972. The examiner can normally be reached on 5:30 am-4:00 pm Monday-Thursday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gergory Huson can be reached on 571-272-4887. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



M. Brown 
February 3, 2006 
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